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A CLINICAL EVALUATION OF A NEW RIGID GAS PERMEABLE 
MULTI-PURPOSE, MULTI-ACTION SOLUTION BY ALCON AMONG 
FLUROSILICONE AND SILICONE ARCRYLATE 
RIGID GAS PERMEABLE CONTACT LENS WEARERS 
Fatrick/~ard1inkytZ3.?;, F.A.A.O. Date 
ABSTRACT 
Alcon has obtained FDA clearance for a multi-purpose solution for 
the care of rigid gas permeable contact lenses. In this study, sixteen 
subjects, all present rigid gas permeable contact lens wearers, participated 
in a three-month study of the multi-purpose solution. 
The subjects were experienced wearing rigid gas permeable contact 
lenses on daily wear schedules. On day zero, subjects were required to 
wear their pre-study lenses and not be fit with new lenses. 
The study was a three-month, open-label study. On each visit, the 
investigator examined the study subjects eyes and condition of their 
lenses. The subjects completed a questionnaire and Likert scales 
regarding their lens wear experience. 
The study showed that the solution was not adequate for patient use 
by itself. The main reasons include the subjects did not prefer the solution 
over their old solution and the fact that many of the subjects were 
symptomatic over the ninety day period of the study. 
INTRODUCTION 
Alcon has obtained FDA clearance for a multi-purpose solution for 
the care of rigid gas permeable contact lenses. Current wearers of rigid 
gas permeable contact lenses are left with few choices on the market. 
Although these choices do a sufficient job of cleaning the lenses, they 
present the consumer with some disadvantages. Mainly, they are the 
solution being too viscous or the solution requiring many steps to 
effectively clean the lenses or more than one bottle is needed to clean the 
lenses or a combination of all of the above is present in the solutions. 
Alcon's new solution provides, for the first time, RGP wearers the 
opportunity to clean their lenses with one solution and nothing else. 
Secondly, it provides the opportunity for rigid gas permeable contact lens 
wearers to clean their lenses with a solution that is not viscous. This 
solution is extremely clear and water-like. The combination of being an all 
in one cleaner in one bottle coupled with the solution's lack of viscosity 
makes it a powerful and enviable competitor in the small market of rigid 
gas permeable contact lens cleaners. 
The product performed well in the clinical studies used to support the 
clearance. Nevertheless, prior to market introduction, Alcon and the 
investigators in this study want to provide the patients and us an 
opportunity to evaluate the product and see how well it performs under 
more "real world" usage. 
MATERIALS 
The New Alcon Rigid Gas Permeable Multi-Purpose Solution is 
packaged in a 4 ounce white cylinder bottle with sterile closure made of a 
high-density polyethylene. During the ninety days of the study, subjects 
will soak their lenses in this multi-purpose solution for four hours to 
overnight. Two bottles of the solution were dispensed to all sixteen 
subjects at the day zero visit. Solution was given to the subjects on an as 
needed basis. 
The use of a protein remover such as OPTI-FREE@ Supra Clens@ 
protein remover or Clerz Plus@ rewetting drops were not contraindicated. 
The subjects were told to use the above mentioned products as needed. 
Alcon provided the test products, and case report forms. Each case report 
form booklet contained subject instructions, case report forms for all 
subject visits (Appendix A) and Lens Replacement Forms (Appendix B). 
METHODS 
In this study, sixteen subjects, all present rigid gas permeable 
contact lens wearers participated in a three-month study of the multi- 
purpose solution. The subjects were experienced wearing RGP lenses on 
daily wear schedules. On day zero, subjects were required to wear their 
pre-study lenses and not be fit with new lenses. All brands and parameters 
of marketed silicone acrylate and flurosilicone acrylate lenses were 
acceptable. There were no requirements as to subject age, gender, and 
occupation. The subjects were taking no ocular medication and had no 
other requirements other than to use the multi-purpose lens solution for 
cleaning and storage of the RGP lenses 
Exclusion Criteria 
A reason that patients were excluded from this study is a known sensitivity 
or intolerance to Polyquad. Another reason was active lid or conjunctival 
infections, iritis, or any other ocular disease that would contraindicate the 
use of the lens care solution. Use of any systemic medications that have 
known or expected ocular side effects or might affect the subject's 
participation in this study would exclude patients from the study. Also, any 
systemic condition which is affecting or has affected successful contact 
lens wear or a history of seasonal allergies which may have adverse 
impact on lens wear or data and information obtained in the study would 
exclude a patient. 
Study Procedure 
The study was a three-month, open-label study with a one-week crossover 
visit. Subjects currently wearing rigid gas permeable fluorosilicone or 
silicone acrylate contact lenses were recruited for participation. Subjects 
will wear their pre-study lenses in a manner consistent with standard 
practices. They will be asked to care for their lenses as instructed by their 
doctor. 
The investigator examined the study subjects eyes and condition of their 
lenses at the initial visit and each subsequent visit. Standards of 
professional care to protect the ocular safety of subjects were followed with 
regard to study regimen adherence. Every examination form was 
documented on the case report forms (Appendix A). 
Day 0 
The investigator ensured that each subject met all the qualifications for 
participation in the study and checked all subject prestudy lenses to 
determine their acceptability for use in the study. Also, the investigator 
made sure that cleaning and disinfecting should follow the standard 
practices of each office. A baseline eye examination was conducted and 
the case report form for day zero was completed. The subjects completed 
questionnaires and Likert scales regarding their lens wearing experience 
with the prestudy regimen prior to the ocular exam. Assessments 
reflected an average rating over the last five days. Regarding the Likert 
scales, the subjects were given a scale of zero to ten and asked to rate 
eleven symptoms with zero being asymptomatic (the best) and ten being 
completely symptomatic (the worst). 
Return Visits (Day 7, 30, 60) 
The examiners conducted slit lamp evaluations and visual acuities at each 
examination. Subjects were instructed to complete the comfort scales and 
questionnaire regarding their lens wearing experience over the last five 
days. An eye exam was conducted and the appropriate case report forms 
were filled out. If lenses were to be replaced, a lens replacement form 
(Appendix B) was filled out. If any subjects needed more lens care 
products, they were dispensed accordingly for home use by subjects until 
the next scheduled visit. 
Day 90 
Again, the examiner conducted slit lamp evaluations and visual acuities at 
the last examination. The appropriate case report forms were filled out as 
well as an exit questionnaire (Appendix C). 
Indication for Discontinuation From The Study 
Study subjects may be discontinued from participation for a variety of 
reasons. If a subject exhibited any signs, symptoms or other clinical 
observations that could possibly be associated with suspected 
sensitivity or intolerance to the test products, the investigator 
immediately contacted the study advisor (Patrick Caroline). A reason 
that would discontinue a subject from the study would be noncompliance - 
the subject is found to be in major violation of the study protocol. Another 
reason is an adverse event. Other reasons include the subject deciding to 
stop participating in the study due to an unrelated adverse event - the 
subject chooses to stop participating in the clinical study. If the patient is 
lost to follow up, rather the patient cannot be contacted and is not available 
for a termination visit, then they were terminated from the study. However, 
a reasonable effort was made to get the subject into the investigator's 
office for a final examination. Regardless of the reason for termination in 
the study, an Exit Form (Appendix C) was completed for each subject and 
the reason for termination was made clear. 
RESULTS 
Subject #001 (A.Q.) 
Most Annoying Symptoms 
Burning 
Dryness 
Filmy 
Foggy 
Gritty 
ltching 
Lens Awareness 
Redness 
Stinging 
Sticky 
Tight Sensation 
Answer To Question #16* 
Answer To Question #I 7** 
Subject #002 (B.Z.) 
Most Annoying Symptoms 
Burning 
Dryness 
Filmy 
Foggy 
Gritty 
ltching 
Lens Awareness 
Redness 
Stinging 
Sticky 
Tight Sensation 
Answer To Question #16* 
Answer To Question #I 7** 
Subject #003 (M.F.) 
Most Annoying Symptoms 
Burning 
Dryness 
Filmy 
Foggy 
Gritty 
ltching 
Lens Awareness 
Redness 
Stinging 
Sticky 
Tight Sensation 
Answer To Question #16* 
Answer To Question #17** 
Day 0 
Dryness 
7 
8 
2 
1 
1 
1 
0 
6 
1 
0 
1 
Day 0 
L.A. 
0 
6 
6 
5 
3 
2 
8 
5 
1 
1 
0 
Day 0 
Redness 
6 
6 
0 
0 
0 
2 
2 
2 
3 
0 
0 
Day 7 
Dryness 
5 
7 
1 
1 
0 
1 
1 
3 
2 
0 
0 
Undecided 
Undecided 
Day 7 
Burning 
4 
2 
2 
2 
1 
2 
2 
3 
4 
2 
0 
Undecided 
Undecided 
Day 7 
Redness 
0 
2 
0 
0 
0 
0 
2 
6 
0 
0 
0 
Undecided 
Undecided 
Day 30 
Dryness 
3 
7 
1 
0 
4 
0 
2 
4 
0 
0 
1 
Disagree 
Undecided 
Day 30 
L.A. 
3 
7 
4 
2 
0 
0 
6 
0 
4 
4 
0 
Str. Disagree 
Str. Disagree 
Day 30 
Dryness 
0 
5 
0 
0 
0 
0 
3 
8 
0 
0 
0 
Undecided 
Undecided 
Day 60 
Burning 
5 
6 
2 
3 
0 
0 
2 
5 
0 
0 
0 
Disagree 
Disagree 
Day 60 
Foggy 
6 
6 
8 
6 
4 
6 
7 
5 
8 
2 
4 
Str. Disagre 
Str. Disagre 
Day 60 
Redness 
0 
3 
0 
0 
0 
1 
1 
8 
0 
0 
0 
Undecided 
Undecided 
Day 90 
L. A. 
3 
6 
2 
2 
1 
0 
7 
3 
1 
0 
0 
Disagree 
Disagree 
Day 90 
Foggy 
6 
5 
8 
8 
5 
1 
8 
3 
3 
5 
4 
Str. Disagree 
Str, Disagree 
Day 90 
Redness 
0 
4 
0 
0 
0 
1 
1 
8 
1 
0 
0 
Undecided 
Undecided 
* Question #16: When using this Multi-Purpose Silution my lenses are more comfortable than with the product(s) I 
used before the study. 
** Question #I 7: 1 would rather use this Multi-Purpose Solution than the product(s) I used before the study. 13 
Subject #004 (K.S.) 
Most Annoying Symptoms 
Burning 
Dryness 
Filmy 
Foggy 
Gritty 
ltching 
Lens Awareness 
Redness 
Stinging 
Sticky 
Tight Sensation 
Answer To Question #16* 
Answer To Question #17** 
Subject #005 (N.V.) 
Most Annoying Symptoms 
Burning 
Dryness 
Filmy 
Foggy 
Gritty 
ltching 
Lens Awareness 
Redness 
Stinging 
Sticky 
Tight Sensation 
Answer To Question #16* 
Answer To Question #17** 
Subject #006 (J.M.) 
Most Annoying Symptoms 
Burning 
Dryness 
Filmy 
Foggy 
Gritty 
ltching 
Lens Awareness 
Redness 
Stinging 
Sticky 
Tight Sensation 
Answer To Question #16* 
Answer To Question #17** 
Day 0 
Stinging 
6 
4 
0 
0 
3 
5 
1 
2 
6 
0 
0 
Day 0 
Dryness 
3 
7 
2 
2 
1 
6 
4 
3 
3 
5 
5 
Day 0 
Dryness 
1 
5 
0 
0 
0 
1 
1 
3 
1 
1 
0 
Day 7 
L.A. 
0 
1 
0 
2 
3 
0 
5 
3 
1 
0 
1 
Agree 
Agree 
Day 7 
None 
2 
6 
4 
2 
2 
6 
2 
2 
2 
2 
2 
Undecided 
Undecided 
Day 7 
Dryness 
1 
4 
2 
2 
0 
1 
0 
4 
1 
0 
0 
Undecided 
Undecided 
Day 30 
Burning 
7 
2 
1 
0 
1 
1 
5 
2 
4 
1 
1 
Agree 
Agree 
Day 30 
ltching 
1 
3 
2 
2 
2 
7 
5 
4 
2 
4 
4 
Undecided 
Undecided 
Day 30 
Redness 
1 
2 
0 
0 
0 
2 
1 
5 
2 
0 
0 
Undecided 
Undecided 
Day 60 
Stinging 
5 
2 
0 
1 
1 
2 
4 
1 
5 
0 
0 
Str. Agree 
Str. Agree 
Day 60 
ltching 
2 
5 
2 
2 
3 
8 
6 
4 
1 
3 
2 
Undecided 
Undecided 
Day 60 
Dryness 
2 
3 
0 
0 
0 
1 
1 
2 
0 
0 
0 
Undecided 
Undecided 
Day 90 
Stinging 
4 
2 
3 
1 
4 
3 
2 
2 
6 
0 
0 
Str. Agree 
Str. Agree 
Day 90 
ltching 
2 
3 
1 
2 
3 
8 
3 
2 
2 
2 
2 
Agree 
Agree 
Day 90 
Redness 
2 
3 
0 
0 
0 
2 
5 
6 
3 
0 
0 
Disagree 
Disagree 
* Question #16: When using this Multi-Purpose Silution my lenses are more comfortable than with the product(s) I 
used before the study. 
** Question #17: 1 would rather use this Multi-Purpose Solution than the product(s) I used before the study. 14 
Subject #007 (L.B.) 
Most Annoying Symptoms 
Burning 
Dryness 
Filmy 
Foggy 
Gritty 
ltching 
Lens Awareness 
Redness 
Stinging 
Sticky 
Tight Sensation 
Answer To Question #16* 
Answer To Question #I 7** 
Subject #008 (J.K.) 
Most Annoying Symptoms 
Burning 
Dryness 
Filmy 
Foggy 
Gritty 
ltching 
Lens Awareness 
Redness 
Stinging 
Sticky 
Tight Sensation 
Answer To Question #16* 
Answer To Question #17** 
Subject #009 (C.A.) 
Most Annoying Symptoms 
Burning 
Dryness 
Filmy 
Foggy 
Gritty 
ltching 
Lens Awareness 
Redness 
Stinging 
Sticky 
Tight Sensation 
Answer To Question #16* 
Answer To Question #17** 
Day 0 
Redness 
5 
8 
6 
6 
3 
1 
6 
8 
5 
6 
0 
Day 0 
Filmy 
5 
4 
7 
6 
1 
6 
1 
5 
5 
4 
0 
Day 0 
Redness 
0 
8 
0 
0 
0 
6 
2 
8 
0 
0 
0 
Day 7 
Dryness 
4 
7 
4 
6 
7 
5 
7 
5 
3 
3 
1 
Undecided 
Undecided 
Day 7 
Filmy 
7 
7 
8 
8 
3 
3 
1 
4 
5 
2 
0 
Agree 
Agree 
Day 7 
L.A. 
0 
3 
0 
0 
3 
0 
5 
5 
0 
0 
0 
Disagree 
Undecided 
Day 30 
L.A. 
6 
5 
8 
6 
8 
8 
9 
7 
9 
7 
5 
Disagree 
Disagree 
Day 30 
Dryness 
4 
7 
5 
6 
2 
7 
0 
6 
2 
0 
0 
Agree 
Agree 
Day 30 
L. A. 
0 
3 
1 
1 
0 
0 
4 
4 
1 
0 
0 
Disagree 
Disagree 
Day 60 Day 90 
L. A. Foggy 
5 4 
5 6 
8 9 
7 9 
7 3 
7 1 
9 6 
9 9 
8 2 
7 8 
2 2 
Str. Disagree Str. Disagree 
Str. Disagree Str. Disagree 
Day 60 
Dryness 
5 
7 
6 
6 
3 
5 
1 
6 
3 
1 
0 
Undecided 
Agree 
Day 60 
Dryness 
0 
7 
3 
3 
0 
0 
7 
7 
0 
0 
0 
Disagree 
Disagree 
Day 90 
L.A. 
4 
6 
6 
6 
2 
2 
7 
4 
3 
3 
0 
Undecided 
Agree 
Day 90 
Dryness 
1 
5 
3 
3 
1 
1 
4 
5 
1 
1 
0 
Disagree 
Disagree 
* Question #16: When using this Multi-Purpose Silution my lenses are more comfortable than with the product(s) I 
used before the study. 
** Question #17: 1 would rather use this Multi-Purpose Solution than the product(s) I used before the study. 15 
Subject #01 0 (J.H.) 
Most Annoying Symptoms 
Burning 
Dryness 
Filmy 
Foggy 
Gritty 
ltching 
Lens Awareness 
Redness 
Stinging 
Sticky 
Tight Sensation 
Answer To Question #16* 
Answer To Question #17** 
Subject #O11 (K.W.) 
Most Annoying Symptoms 
Burning 
Dryness 
Filmy 
Foggy 
Gritty 
ltching 
Lens Awareness 
Redness 
Stinging 
Sticky 
Tight Sensation 
Answer To Question #16* 
Answer To Question #17** 
Subject #012 (N.K.) 
Most Annoying Symptoms 
Burning 
Dryness 
Filmy 
Foggy 
Gritty 
ltching 
Lens Awareness 
Redness 
Stinging 
Sticky 
Tight Sensation 
Answer To Question #16* 
Answer To Question #17** 
Day 0 
L.A. 
5 
6 
3 
3 
7 
8 
8 
2 
3 
1 
3 
Day 0 
Foggy 
1 
4 
4 
7 
4 
2 
4 
6 
1 
0 
0 
Day 0 
ltching 
2 
7 
0 
0 
0 
8 
1 
4 
3 
0 
0 
Day 7 
Sticky 
3 
4 
1 
1 
3 
5 
9 
4 
7 
5 
6 
Agree 
Agree 
Day 7 
L.A. 
4 
2 
0 
0 
4 
5 
7 
5 
0 
0 
0 
Undecided 
Agree 
Day 7 
ltching 
1 
2 
0 
0 
0 
3 
1 
0 
0 
0 
0 
Agree 
Str. Agree 
Day 30 
L.A. 
1 
2 
0 
0 
3 
1 
5 
0 
0 
0 
2 
Agree 
Agree 
Day 30 
Redness 
1 
2 
0 
2 
0 
2 
1 
5 
0 
0 
0 
Agree 
Agree 
Day 30 
Dryness 
0 
3 
1 
1 
1 
3 
0 
1 
0 
0 
0 
Agree 
Agree 
Day 60 
L. A. 
0 
4 
0 
0 
0 
2 
6 
0 
1 
2 
0 
Agree 
Agree 
Day 60 
Redness 
0 
3 
0 
0 
0 
2 
1 
6 
0 
0 
0 
Agree 
Agree 
Day 60 
Dryness 
0 
3 
0 
0 
0 
3 
1 
2 
0 
0 
0 
Agree 
Agree 
Day 90 
Dryness 
2 
7 
1 
1 
4 
5 
6 
1 
4 
5 
2 
Undecided 
Undecided 
Day 90 
Redness 
1 
4 
4 
2 
0 
1 
2 
6 
0 
0 
0 
Agree 
Str. Agree 
Day 90 
Dryness 
0 
5 
0 
0 
0 
4 
0 
1 
0 
0 
0 
Str. Disagree 
Str. Disagree 
* Question #16: When using this Multi-Purpose Silution my lenses are more comfortable than with the product(s) I 
used before the study. 
** Question #17: 1 would rather use this Multi-Purpose Solution than the product(s) I used before the study. 16 
Subject #013 (J.H.) 
Most Annoying Symptoms 
Burning 
Dryness 
Filmy 
Foggy 
Gritty 
ltching 
Lens Awareness 
Redness 
Stinging 
Sticky 
Tight Sensation 
Answer To Question #I 6* 
Answer To Question #I 7** 
Subject #014 (W.N.) 
Most Annoying Symptoms 
Burning 
Dryness 
Filmy 
Foggy 
Gritty 
ltching 
Lens Awareness 
Redness 
Stinging 
Sticky 
Tight Sensation 
Answer To Question #16* 
Answer To Question #I 7** 
Subject #015 (S.P.) 
Most Annoying Symptoms 
Burning 
Dryness 
Filmy 
Foggy 
Gritty 
ltching 
Lens Awareness 
Redness 
Stinging 
Sticky 
Tight Sensation 
Answer To Question #16* 
Answer To Question #17** 
Day 0 
L.A. 
1 
2 
0 
0 
0 
0 
4 
1 
0 
0 
0 
Day 0 
Redness 
2 
4 
1 
1 
1 
4 
3 
6 
1 
0 
1 
Day 0 
Filmy 
0 
2 
6 
5 
0 
0 
1 
0 
3 
1 
0 
Day 7 Day 30 Day 60 
L.A. L. A. L. A. 
0 0 3 
5 3 3 
3 0 0 
0 0 0 
0 0 0 
3 3 1 
9 5 5 
5 3 2 
0 0 0 
0 0 0 
2 3 1 
Str. Disagree Str. Disagree Str. Disagree 
Str. Disagree Str. Disagree Str. Disagree 
Day 7 
Redness 
1 
7 
0 
0 
0 
2 
4 
8 
0 
0 
0 
Undecided 
Disagree 
Day 7 
Filmy 
0 
4 
7 
5 
0 
1 
1 
3 
0 
1 
0 
Disagree 
Disagree 
Day 30 
Redness 
0 
7 
4 
4 
1 
4 
6 
8 
1 
1 
4 
Disgree 
Disgree 
Day 30 
Dryness 
1 
5 
3 
4 
0 
4 
4 
0 
4 
0 
0 
Disagree 
Disagree 
Day 60 
Burning 
8 
4 
1 
1 
3 
7 
5 
7 
8 
2 
2 
Disgree 
Disgree 
Day 60 
Filmy 
0 
2 
3 
0 
0 
2 
0 
0 
2 
0 
0 
Disagree 
Disagree 
Day 90 
L.A. 
1 
4 
0 
0 
0 
2 
6 
1 
0 
0 
1 
Str. Disagree 
Str. Disagree 
Day 90 
Dryness 
2 
7 
0 
0 
0 
5 
5 
5 
2 
3 
0 
Disgree 
Disgree 
Day 90 
Filmy 
1 
2 
3 
4 
0 
0 
0 
0 
2 
0 
0 
Disagree 
Disagree 
* Question #16: When using this Multi-Purpose Silution my lenses are more comfortable than with the product(s) I 
used before the study. 
** Question #17: 1 would rather use this Multi-Purpose Solution than the product(s) I used before the study. 17 
Subject #O16 (S.P.) 
Most Annoying Symptoms 
Burning 
Dryness 
Filmy 
Foggy 
Gritty 
Itching 
Lens Awareness 
Redness 
Stinging 
Sticky 
Tight Sensation 
Answer To Question #16* 
Answer To Question #17** 
Day 0 
None 
0 
1 
0 
0 
1 
0 
1 
2 
0 
0 
0 
Day 7 
L.A. 
0 
2 
0 
0 
0 
0 
3 
1 
0 
0 
0 
Undecided 
Undecided 
Day 30 
None 
0 
0 
0 
0 
0 
0 
1 
0 
0 
0 
0 
Disagree 
Agree 
Day 60 
Sticky 
0 
0 
3 
2 
0 
0 
2 
3 
0 
3 
0 
Undecided 
Undecided 
Day 90 
Gritty 
0 
3 
0 
1 
3 
0 
3 
0 
0 
0 
0 
Undecided 
Undecided 
* Question #16: When using this Multi-Purpose Silution my lenses are more comfortable than with the product(s) I 
used before the study. 
** Question #17: 1 would rather use this Multi-Purpose Solution than the product(s) I used before the study. 18 
Rating 
Rating 
Rating 
Table #4: Severity of Symptoms For Subject #4 Over 90 Days 
Rating 
A 
0 W P (D 0 
.. I 
I 
: I 
I , , 'I. :.. I . , I ;  
Rating 
- 
0 P U1 0 03 a C 
rn rn El 6l 
u o u o o  
nl nl nl nl nl 
Y Y Y Y Y  
a m o - l o  0001 
Rating 
Y Y Y Y Y  
Table #8: Severity of Symptoms For Subject #8 Over 9 Days 
Table #9: Severity of Symptoms For Subject #9 Over 90 Days 
Symptoms 
88888 
Y Y Y Y Y  
Table #11: Severity of Symptoms For Subject #I 1 Over 90 Days 
Symptoms 
Table #12: Severity of Symptoms For Subject #I 2 Over 90 Days 
Symptoms 
Rating 
Rating 
Brnrn .6 I  
0 0 0 o w  
rn rn rn m rn 
Y Y Y Y Y  
C D C n W A O  LI
Table #15: Severity of Symptoms For Subject #15 Over 90 Days 
Table #16: Severity of Symptoms For Subject #16 Over 90 Days 
Symptoms 
Table #17: Maximum, Minimum, and Average of Symptom Burning Over 90 Days 
Day 7 Day 30 
Time 
Day 60 
Table #18: Maximum, Minimum, and Average of Symptom Dryness Over 90 Days 
Day 7 Day 30 
Time 
Day 60 
Rating 
Table #19: Maximum, Minimum, and Average of Symptom Filmy Over 90 Days 
Day 0 Day 7 Day 30 Day 60 Day 90 
Time 
Minimum r 
Table #20: Maximum, Minimum, and Average of Symptom Foggy Over 90 Days 
- I 
Day 0 
I 
Day 7 
I 
Day 30 Day 60 
Time 
I 
Day 90 
Table #21: Maximum, Minimum, and Average of Symptom Gritty Over 90 Days 
. , . '  - ,  
A . .  
2 :>* -- - 
- -  : - 1  ' r  .- - - -  > ,  
el.. . - 
10 ri- -. 
9 
8 
7 
6 
Rating 5 
4 
3 
2 
I 
1 Minimum 
0 
Maximum 
Average 
Day 0 Day 7 Day 30 
Time 
Day 60 Day 90 
Table #22: Maximum, Minimum, and Average of Symptom Itching Over 90 Days 
Day 0 Day 7 Day 30 
Time 
Day 60 Day 90 


Table #25: Maximum, Minimum, and Average of Symptom Stinging Over 90 Days 
at! 
Rating 
Average 
Minimum 
Day 0 Day 7 Day 30 Day 60 Day 90 
Time 
Table #26: Maximum, Minimum, and Average of Symptom Sticky Burning Over 90 Days 
Rating 
Day 0 Day 7 Day 30 
Time 
Day 60 Day 90 
Minimum I' 

# of Individuals 
# of Individuals 
0 W P ul 
B 
Y 
0 
- 
0 
P, 
Y 
4 
#of Individuals 
0 P 
#of Individuals 
Table #32: Prevelance of Gritty As Most Annoying Symptom Over 90 Days 
Day 0 
I 
Day 7 Day 30 Day 60 Day 90 
Time 
# of Individuals 
# of Individuals 
W P 
Table #35: Prevelance of Redness As Most Annoying Symptom Over 90 Days 
rn 
Day 0 
r 
Day 7 Day 30 Day 60 Day 90 
Time 
# of Individuals 
# of Individuals 
Table #38: Prevelance of Tight Sensation As Most Annoying Symptom Over 90 Days 
# of Individuals 
# of Individuals 

# of Individuals 

# of Individuals 
# of Individuals 
# of Individuals 
# of Individuals 

Table #49: Comparison In Change In Response Of Question #17 Between Day 7 and Day 90 
Undecided Disagree Strongly Disagree 
Response 
II Day 7 
II Day 90 
DISCUSSION 
The data collected strongly suggests the Alcon Rigid Gas Permeable 
Contact Lens Solution is not adequate to be used by patients as a sole 
contact lens cleaner. This conclusion can be shown to be accurate 
through analysis of the data. 
Consider the severity of symptoms each patient experienced. Fifteen 
of the sixteen subjects were significantly more symptomatic towards at 
least one of the eleven symptoms at the end of the study (day ninety) than 
at the beginning of the study (day zero). Of the fifteen subjects, the best 
cases were subjects four and sixteen who had a three times increase on 
their subjective response towards a particular symptom from day one to 
day ninety. The worst cases included subject number eight who reported 
an eight times increase in lens awareness over the ninety days study. 
Subject twelve, (the subject who was not significantly symptomatic towards 
at least one symptom) was still symptomatic after the study had ended. 
Issues of dryness itching, and redness were still of concern for this subject. 
Thus, the data suggests at minimum, the solution did not help the 
individual subjects with their entering symptoms. Moreover, in nearly all 
cases, the subjects' symptoms worsened throughout the duration of the 
study. 
Reviewing the symptoms individually, we find the subjects were 
more symptomatic towards a given symptom tested at the end of the study 
than at the start of the study. In fact, seven of the eleven symptoms were 
more noticeable at the 90-day period than at the beginning of the study. 
The subjects were most sensitive to lens awareness. Seven of the eleven 
symptoms tested were given a rating of at least seven or higher by at least 
one subject. Three symptoms (redness, lens awareness and burning) 
existed in every single person in the study. They were symptomatic 
towards these symptoms during some period in the study. 
When asked to pick the most annoying symptom at a given visit 
(with none as an option), nearly everyone picked one symptom at the 
visits. With sixteen subjects, given four times (day seven, day thirty, day 
sixty, and day ninety) to pick the most annoying symptom, only two times 
did the subjects pick no annoying symptom. In other words, the subjects 
combined were given sixty-four opportunities to pick an annoying symptom 
and sixty-two times they did. This means that the solution tested certainly 
did not leave patients asymptomatic and the likely hood of a subject being 
symptomatic was almost ninety-seven percent. 
Some symptoms were chosen more often than others as the most 
annoying symptom. Some of the most common chosen were dryness, 
lens awareness and redness. Tight sensation of the lens was never 
chosen as the most annoying symptom. Other symptoms that were not 
chosen as the most annoying symptom too often were stinging, sticky, and 
gritty. 
During the course of the study the subjects were asked several 
questions concerning the solution. Of these questions, two key questions 
were asked. They were first asked, "Do you strongly agree, agree, 
disagree, strongly disagree or are undecided to the following statement, 
'When using this Multi-Purpose Solution, my lenses are more comfortable 
than with the product(s) I used before the study (question number 
sixteen).ll'The second question asked was "Do you strongly agree, agree, 
disagree, strongly disagree or are undecided to the following statement, 'I 
would rather use this Multi-Purpose Solution than the product@) I used 
before the study (question number seventeen)."' These two questions are 
essentially the same two questions phrased differently. The reason for this 
is to make sure that the subjects understood the question and that the 
subjects were giving consistent answers. By comparing table forty-four 
and forty-nine, we find that they are similar in design and therefore it can 
be assumed that the subjects understood the questions being asked of 
them. 
Looking at table number forty-four, we find that on day seven, nine 
of the sixteen subjects were undecided to question number sixteen. 
Perhaps this is because a week was not sufficient enough time for the 
subjects to make up their mind on how comfortable the solution was. Four 
of the subjects did find the tested solution more comfortable than their old 
solution and the remaining three said they did not find the tested solution 
as comfortable as their old solution. A similar trend was found for the 
second question asked. As time went along, the number of those who said 
they found their old contact lens solution more comfortable than the test 
solution went from three to nine with another four people undecided. By 
more than four to one, the subjects were not impressed enough with the 
solution to register at least an "agree" response to question number 
sixteen after the ninety day period. The results for the second question 
were quite similar. With the second question, question number seventeen, 
as the undecided individuals made up their mind they overwhelmingly 
tended to go towards switching their solution by the end of the study. More 
than half of the subjects said they would rather stick with their old solution 
at day ninety. This is very significant data for the reason that it clearly 
implies that most of the subjects did not like the solution. 
CONCLUSION 
Clearly, this solution as tested, is not adequate for dispensing to 
patients. The data demonstrates that the subjects vastly did not like the 
solution and indicated many possible reasons. The most noticeable ones 
were lens awareness, redness, and burning. All the subjects expressed an 
annoying symptom at least some time in the study and no patient was 
completely asymptomatic with the solution during or at the end of the 
study. The fact that the majority of subjects would prefer to stick with their 
old solution reinforced the subjective responses that were given. 
As a result of this study and through further consultation with Alcon, 
the solution will not be dispensed by itself. They have agreed to market 
this product with an enzymatic protein cleaner to be used nightly. The 
theory is that it will do a more effective job of cleaning the lenses and 
relieve many of the symptoms that the patients experienced. 
APPENDIX 
ALCON LABORATORIES, INC. 
RGP MPS FID 98196 
PROTOCOL NO. c-99-03 
INVESTIGATOR NO. 
PATIENT NO. 
PATIENT INITIALS 
EXAM DATE 1 1 
MM DD W Y Y  
PATIENT QUESTIONNAIRE CONTINUED - DAY 0 
(Frequency of Symptoms) 
On a scale from 0 to 9 (0 being never and 9 being constantly) circle the number that best represents how often 
you have experienced each of the following symptoms listed below over the last 5 days: 
Patient Response 
Never Constantly 
Burning 0 1 2 3 4 5 6 7 8 9  
Dryness 0 1 2 3 4 5 6 7 8 9  
Filmy 0 1 2 3 4 5 6 7 8 9  
Foggy 0 1 2 3 4 5 6 7 8 9  
Gritty 0 1 2 3 4 5 6 7 8 9  
Itching 0 1 2 3 4 5 6 7 8 9  
Lens Awareness 0 1 2 3 4 5 6 7 8 9  
Redness 0 1 2 3 4 5 6 7 8 9  
Stinging 0 1 2 3 4 5 6 7 8 9  
Sticky 0 1 2 3 4 5 6 7 8 9  
Tight Sensation 0 1 2 3 4 5 6 7 8 9  
WHEN COMPLETED MAIL ORIGINAL TO ALCON LABORATORIES. INC., 6201 SOUTH FREEWAY (R2-27). FORT WORTH, TEXAS 76134 
74 
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PLEASE USE BLACK INK 
ALCON LABORATORIES, INC. 
RGP MPS FID 98196 
PROTOCOL NO. (2-99-03 
INVESTIGATOR NO. 
PATIENT NO. 
PATIENT INITIALS 
EXAM DATE 1 / 
MM DD Y Y W  
PATIENT ACCEPTABILITY 
QUESTIONNAIRE (DAY 0) 
I Check the box that best describes your reaction to the following statements. Check one answer per question. I 
1 2. My lenses are comfortable all day long, 0' o2 o3 o4 
1 
3. 1 have problems with lens fogging. O1 O2 O3 n4 
Based on General Contact Lens Wear Strongly Disagree Undecided Agree Strongly 
During the Last Five Days Disagree Agree 
1 4. My lenses feel dry in the afternoon. 
1. My lenses feel comfortable at the end of the day. 0' O2 o3 n4 o5 
I 5. My lenses feel dry at the end of the day. 1 6. My lenses feel better Man a new pair of lenses. 
7. My lenses feel clean. 
8. 1 do not feel my lenses on my eyes. 
9. My lenses are as clear as new lenses. 
. Based on the Soaking So'ution Used Strongly Disagree Undecided Agree Stmngly Soak Your Lenses During the Last Five Days Disagree Agree 
10. This soaking solution is easy to use. 0' O2 o3 o4 o5 
11. My lenses feel refreshed when I use this soaking 0' O2 o3 o4 
solution. 
o5 
12. 1 like the thickness of t t i i ~~~oak ing  solution in my eye. 0' O2 o3 . o4 05 
( 13. This soaking solution is too thick in my eye. 0' O2 o3 04 
14. This soaking solution is too thin in my eye. 0' O2 o3 o4 05 
75 
Page 3 of 26 
P a t i e n t ' s  S~gned Initials 
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ALCON LABORATORIES, INC. 
RGP MPS FID 98196 
PROTOCOL NO. C-99-03 
INVESTIGATOR NO. 
PATIENT NO. 
PATIENT INITIALS 
- 
EXAM DATE 1 I 
MM DD YYYY 
BASELINE DAY 0 
DEMOGRAPHICS: 
SEX : I Male 2 Female BIRTH DATE : 
MMIDDIYY  YY 
RACE : I Caucasian 2 Black s I7 Asian 9 Other (specify): 
HISTORY: OD 0s 
- 
1. STUDY LENS BRAND : 
2. STUDY LENS POWER (Specify + or - ): 
3. STUDY LENS-Color 
Clear 1 1 
Handling Tint 2 2 
4. DATE LENS WAS DISPENSED 
(DO NOT ENROLL - If dispense date is less than 1 month) 
MMIDDIYYYY MMIDDIYYYY 
5. HOW LONG HAS PATIENT BEEN WEARING PRESTUDY LENS TYPE? (Check 1 box) 
0 < 1 month - DO NOT ENROLL 
I 1 - 3 months 
2 I7 4 - 6 months 
3 7 - I I months 
4 I7 1 - 5 years 
5 I7 5 + years 
6. PRESTUDY LENS WEAR SCHEDULE 
0 I7 Daily 1 Extended (DO NOT ENROLL) 2 Flexible (DO NOT ENROLL) 
7. AVERAGE DAILY LENS WEARING TIME Hours per day (Whole numbers only) 
8. HOURS LENSES WORN TODAY PRIOR TO VISIT: Hours (Whole numbers only) 
9. KNOWN PRODUCT SENSlTlVlTYllNTOLERANCE 
1 NO 2 Yes (Name of Product(s) or Preservative(s)) 
- 
Rinsing Solution I 
- 
10. PRESTUDY LENS CARE REGIMEN How Often Used 
(Indicate use in the appropriate column below, only whole numbers) 
- 
Daily Cleaner I 
Product Type (write the complete brand name of each product) 
Disinfecting 1 Conditioning Solution 
Enzymatic Cleaner 
Rewetting Drops 
Page 4 of 26 
Investigator's Signature Date 
1 Day 
PLEASE USE BLACK INK 
WHEN COMPLETED MAIL ORIGINAL TO ALCON LABORATORIES. INC., 6201 SOUTH FREEWAY (R2-27). FORT WORTH, TEXAS 76134 
3 Week 4 Month 
ALCON LABORATORIES, INC. 
RGP MPS FID 98196 
PROTOCOL NO. C-99-03 
INVESTIGATOR NO. 
PATIENT NO. 
PATIENT INITIALS 
EXAM DATE 1 / 
MM DD rr(Y 
BASELINE DAY 0 (Continued) 
11. Is patient using tap water rinse prior to cleaning? 1 No 2 Yes ( 12. Is patient using tap water rinse after cleaning? 1 No 2 Yes 
13. Is patient using tap water rinse prior to insertion? 1 No 2 Yes 
14. VISUAL ACUITY EXAM: 
- OD 0s 
-
(If VA is not 20130 or better -DO NOT ENROLL.) 
A. V.A. with Study Lenses. 
(If rnonovision, record V.A. with distance over refraction) 201 2 01 
I B. If monovision, distance over refraction - - 
OD 
-
0s 
-
P 
15. LENS WETTABlLlTY . . .  
. . 
. -., 
. . 
. . . .  _ .  
Not observed at Day 0 , . .  . . - 
I ,  
I 16. FILM DEPOSITS 1 0 1 2 3 4 5 6 7 8 9  1 0 1 2 3 4 5 6 7 8 9  1 
- 
17. SLIT-LAMP EXAMINATION : (Use Appendix D to score categories in the slit-lamp examination) I 
Classify lens cleanliness as 
outlined in Appendix E 
Off the Eye (Circle a number) 
F. Other (Explain in COMMENTS) 
18. PATIENT MEETS ALL ENROLLMENT CRITERIA: 1 NO - DO NOT ENROLL 
L
None Heavy 
2 Yes 
19. PATIENT SIGNED INFORMED CONSENT FORM: 1 NO - DO NOT ENROLL 
4 
None Heavy 
- 
2 Yes 1 
- Illustrations of signs: Sketch belowlexplain in COMMENTS. 
OD 0 s  
(SEVERITY: 1-4, LOCATION: A C )  
A. Edema 
B. Neovascularization 
C. Staining 
D. Injection 
E. Tarsal Abnormality 
F. Infiltrates 
COMMENTS: 
/ O D  
Page 5 of 26 
Investigator's Signature Date 
PLEASE USE BLACK INK 
WHEN COMPLETED MAIL ORIGINAL TO ALCON LABORATORIES. INC., 6201 SOUTH FREEWAY (R2-27). FORT WORTH. TEXAS 76134 
ALCON LABORATORIES, INC. 
RGP MPS FID 98196 
PROTOCOL NO. C-99-03 
INVESTIGATOR NO. 
PATIENT NO. 
PATIENT INITIALS 
EXAM DATE 1 1 
MM DD WW 
PATIENT QUESTIONNAIRE - DAY 7 
(Most Annoying Symptom) 
Please check the box that represents the one most annoying (bothersome) symptom you have had over the last 
5 days while wearing your contact lenses. (Check only one item) 
o1 Burning 
oZ3 Filmy 
Gritty 
uz5 Itching 
uz8 Lens Awareness 
oz6 Redness 
n2 Stinging 
nI5 Sticky 
017 Tight Sensation 
no None 
Patient's Signed Initials 
78 
Page 6 of 26 
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ALCON LABORATORIES, INC. 
RGP MPS FID 98196 
PROTOCOL NO. C-99-03 
INVESTIGATOR NO. 
PATIENT NO. 
PATIENT INITIALS 
EXAM DATE 1 / 
MM DD YYYY 
PATIENT QUESTIONNAIRE CONTINUED - DAY 7 
(Frequency of Symptoms) 
On a scale from 0 to 9 (0 being neverand 9 being constantly) circle the number that best represents how often 
you have experienced each of the following symptoms listed below over the last 5 days: 
Patient Response 
Never Constantly 
Burning 0 1 2 3 4 5 6 7 8 9  
Dryness 0 1 2 3 4 5 6 7 8 9  
Filmy 0 1 2 3 4 5 6 7 8 9  
Gritty 0 1 2 3 4 5 6 7 8 9  
Itching 0 7 2 3 4 5 6 7 8 9  
Lens Awareness 0 1 2 3 4 5 6 7 8 9  
Redness 0 1 2 3 4 5 6 7 8 9  
Sf inging 0 1 2 3 4 5 6 7 8 9  
Sticky 0 1 2 3 4 5 6 7 8 9  
Tight Sensation 0 1 2 3 4 . 5 6 7 8 9  
79 
Page 7 of 26 
Patient's Signed Initials 
PLEASE USE BLACK INK 
WHEN COMPLETED MAIL ORIGINAL TO ALCON LABORATORIES. INC., 6201 SOUTH FREEWAY (R2-271, M R T  WORTH, T W S  76134 
ALCON LABORATORIES, INC. 
RGP MPS FID 98196 
PROTOCOL NO. c-99-03 
INVESTIGATOR NO. 
PATIENT NO. 
PATIENT INITIALS 
EXAM DATE 1 / 
MM DD W Y Y  
PATIENT ACCEPTABILITY 
QUESTIONNAIRE (DAY 7) 
Based on General Contact Lens Wear Strongly Disagree Undecided Agree Strongly 
During the Last Five Days Disagree 
1. My lenses feel comfortable at the end of the day. 
2. My lenses'are comfortable all day long. 
3. 1 have problems with lens fogging. 
4. My lenses feel dry in the afternoon. 
5. My lenses feel dry at the end of the day. 
6. My lenses feel better than a new pair of lenses. 
7. My lenses feel clean. 
8. 1 do not feel my lenses on my eyes. 
9. My lensesare as clear as new lenses. 
10. This soaking solution is easy to use. 
12. 1 like the thickness of this soaking solution in my eye. 
13. This soaking solution is too thick in my eye. 
14. This soaking solution is too thin in my eye. 
Based on a Comparison of the Multi-Purpose Soaking 
6. When using this Multi-Purpose Solution, my lenses 
are more comfortable than with the product@) I used 
before the study. 
7. 1 would rather use this Multi-Purpose Solution than 
Page 8 of 26 
Patient's Signed Initials 
PLEASE USE BLACK INK 
WHEN COMPLETED MAIL ORIGINAL TO ALCON LABORATORIES. INC.. 6201 SOUTH FREEWAY (R2-27), FORT WORTH, TEXAS 76134 
ALCON LABORATORIES, INC. 
RGP MPS FID 98196 
DAY 7 
PROTOCOL NO. C-99-03 
INVESTIGATOR NO. 
PATIENT NO. 
PATIENT INITIALS 
EXAM DATE 1 1 
MM DD YYYY 
' 1. HOURS LENSES WORN TODAY PRIOR TO VISIT: Hours (Whole numbers only) 
2. Average Daily Lens Wearing Time Since Last Visit: Hours (Whole numbers only) 
3a. Is the patient cleaning and disinfecting their lenses each time they remove them with the RGP 
MPS? 
1 NO - Explain 
2 Yes 
3b. Is the patient using any other cleaning product since the last visit? 
1 No 
2 Yes. Please list other cleaner(@ used. 
4. Is patient using a rewettinglmoisturizing drop? 
1 No 
2 . Less than 1 time per day 
3 I to 3 times per day 
4 More than 3 times per day 
5. Is patient using tap water rinse prior to cleaning? 1 No 2 Yes 
6. Is patient using tap water rinse after cleaning? 1 No 2 Yes 
7. Is patient using tap water rinse prior to insertion? 1 No 2 Yes 
8. Is patient following study regimen? 
1 NO - Explain 
2 Yes 
9. VISUAL ACUITY EXAM: OD 
-
0s 
-
WEARING STUDY LENSES? I No 1 No 
A. V.A. with Study Lenses. (If monovision, record V.A. with 
distance over refraction) Explain in comments any N i n e  V.A. 
decrease from baseline or V.A. worse than 20130. 201 201 
B. If V.A. not 20130 or better, best corrected with over refraction 201 2 01 
Page 9 of 26 
Invesligator's Signalure Date 
0s 
-
0 1 2 3 4 5 6 7 8 9  10. LENS WETTABILITY 
Classify lens wettability as 
Outlined in Appendix E 
On the Eye (Circle a number) Totally Poorly 1- 
PLEASE USE BLACK INK 
WHEN COMPLETED MAIL ORIGINAL TO ALCON LABORATORIES. INC.. 6201 SOUTH FREEWAY (R2-271, FORT WORTH. TEXAS 76134 
OD 
-
0 1 2 3 4 5 6 7 8 9  
4 - b 
Totally Poorly 
ALCON LABORATORIES, INC. 
RGP MPS FID 98196 
PROTOCOL NO. c-99-03 
INVESTIGATOR NO. 
PATIENT NO. 
PATIENT INITIALS 
EXAM DATE 
DAY 7 (Continued) 
-- 
12. SLIT-LAMP EXAMINATION : (use Appendix D to score categories in the slit-lamp examination) 
(SEVERITY: 1-4, LOCATION: A-C) Illustrations of signs. Sketch belowlexplain in COMMENTS. 
A. Edema 
B. Neovascularization OD 0s 
C. Staining 
D. Injection 
E. Tarsal Abnormality 
F. Infiltrates 
G. Other (Explain in COMMENTS) 
13. Did patient experience an ADVERSE EVENT since last visit? (See Appendix F) 
1 No 
2 Yes - Complete ADVERSE EVENT FORM 
14. Are lenses being replaced at this visit? (See Appendix H) 
1 No 
2 Yes - Complete LENS REPLACEMENT FORM 
15. Is patient continuing in the study? 
1 NO - Complete EXIT FORM 
2 Yes 
COMMENTS : 
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Investigator's Signature Date 
PLEASE USE BLACK INK- 
WHEN COMPLETED MAIL ORIGINAL TO ALCON LABORATORIES, INC., 6201 SOUTH FREEWAY fR2-27). FORT WORTH. TEXAS 76134 
ALCON LABORATORIES, INC. 
RGP MPS FID 98196 
PROTOCOL NO. C-99-03 
INVESTIGATOR NO. 
PATIENT NO. 
PATIENT INITIALS 
EXAM DATE / / 
MM OD rPlY 
PATIENT QUESTIONNAIRE - DAY 30 
(Most Annoying Symptom) 
Please check the box that represents the  one most annoying (bothersome) symptom you have had over the last 
5 days while wearing your contact lenses. (Check only one item) 
u1 Burning 
Gritty 
Itching 
Lens Awareness 
Redness 
Stinging 
Sticky 
Tight Sensation 
None 
Patient's Signed Initials 
WHEN COMPLETED MAIL ORlGlNhl. 70 ALCOM LABPRATORIES, IHC.. 820t S O W  FREEWAY (RZ.271, FORT WORM, TEXAS 76134 
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PLEASE USE B U C K  INK 
ALCON LABORATORIES, INC. 
RGP MPS FID 98196 
PROTOCOL NO. C-99-03 
INVESTIGATOR NO. 
PATIENT NO. 
PATIENT INITIALS 
EXAM DATE 1 1 
MM DD YYYY 
PATIENT QUESTIONNAIRE CONTINUED - DAY 30 
(Frequency of Symptoms) 
On a scale from 0 to 9 (0 being never and 9 being constantly) circle the number that best represents how often 
you have experienced each of the following symptoms listed below over the last 5 days: 
Patient Response 
Never Constantly 
Burning 0 1 2 3 4 5 6 7 8 9  
Dryness 0 1 2 3 4 5 6 7 8 9  
Filmy 0 1 2 3 4 5 6 7 8 9  
Foggy 
Gritty 
Itching 
Lens Awareness 
Redness 
Stinging 
Sticky 
Tight Sensation 
84 
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Patient's Signed Initials 
PLEASE USE BLACK INK 
WHEN COMPLETED MAIL ORIGINAL TO ALCON LABORATORIES, INC., 6201 SOUTH FREEWAY (R2-27). FORT WORTH, TEXAS 76134 
ALCON LABORATORIES, INC. 
RGP MPS FID 98196 
PROTOCOL NO. c-99-03 
INVESTIGATOR NO. 
PATIENT NO. 
PATIENT INITIALS 
EXAM DATE 1 1 
MM DD Y Y W  
.-. 
PATIENT ACCEPTABILITY 
QUESTIONNAIRE (DAY 30) 
I Check the box that best describes your reaction to the following statements. Check one answer per question. 1 
Based on General Contact Lens Wear 
During the Last Five Days 
Strongly Disagree Undecided Agree Strongly 
Disagree Agree I I I My lenses feel comfortable at the end of the day. q O2 O3 o4 I 
12. My lenses are comfortable all day long. q O2 o3 o4 
13. 1 have problems with lens fogging. 0' O2 n3 o4 I 
4. My lenses feel dry in the afternoon. O1 O2 o3 o4 q 
5. My lenses feel dry at the end of the day. O1 O2 o3 O4 o5 
6. My lenses feel better than a new pair of lenses. 0' O2 o3 n4 q 
- 
7. My lenses feel clean. q O2 o3 O4 q 
8. 1 do not feel my lenses on my eyes. 
9. My lenses are as clear as new lenses. 
Based on the Soaking Solution that You Used to Strongly Disagree undecided Agree Strongly 
Soak Your Lenses During the Last Five Days Disagree Agree 
10. This soaking solution is easy to use. 0' O2 o3 q o5 
I 11. My lenses feel refreshed when I use this soaking O1 O2 o3 o4 solution. 
112. 1 like the thickness of this soaking solution in my eye. 0' O2 q o4 
1 13. This soaking solution is too thick in my eye. 0' n2 q n4 
I 14. This soaking solution is too thin in my eye. 0' O2 o3 n4 O5 I 
Based on a Comparison o f  the Multi-Purpose Soaking 
Solution You Used During this Study to Whatever Strongly Disagree Undecided Agree Strongly 
Product(s) You Previously Used Disagree Agree 
15. This Multi-Purpose Solution makes lens care easier q O2 o3 o4 o5 
than the product(s) I used before the study. 
16. When using this Multi-Purpose Solution, my lenses O1 O2 o3 o4 o5 
are more comfortable than with the product(s) I used 
before the study. I 
17. 1 would rather use this Multi-Purpose Solution than q n2 o3 o4 q 
the product(s) I used before the study. 
85 
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Patient's Signed Initials 
PLEASE USE BLACK INK 
WHEN COMPLETED MAIL ORIGINAL TO ALCON LABORATORIES, INC.. 6201 SOUTH FREEWAY (R2-27). FORT WORTH, TEXAS 76134 
ALCON LABORATORIES, INC. 
RGP MPS FID 98196 
DAY 30 
PROTOCOL NO. C-99-03 
INVESTlGATOR NO. 
PATIENT NO. 
PATIENT INITIALS 
EXAM DATE I . I  
MM DD WYY 
I. HOURS LENSES WORN TODAY PRIOR TO VISIT: Hours (Whole numbers only) 
2. Average Daily Lens Wearing Time Since Last Visit: Hours (Whole numbers only) 
3. Is the patient cleaning and disinfecting their lenses each time they remove them? 
1 No - Explain 
2 Yes 
4. Is patient using a rewettinglmoisturizing drop? 
1 No 
2 Less than I time per day 
3 1 to 3 times per day 
4 More than 3 times per day 
5. Is patient using tap water rinse prior to cleaning? I No 2 Yes 
6. Is patient using tap water rinse after cleaning? 1 No 2 17 Yes 
7. Is patient using tap water rinse prior to insertion? I No 2 Yes 
8. Is patient following study regimen? 
1 NO - Explain * s. 
2 Yes / 
9. VISUAL ACUITY EXAM: OD 
- - 0s  
WEARING STUDY LENSES? I No 1 No 
A. V.A. with Study Lenses. (If monovision, record V.A. with 
distance over refraction) Explain in comments any 2-line V.A. decrease 
from baseline or V.A. worse than 20130. 201 201 
B. If V.A. not 20130 or better, best corrected with over refraction 201 2 01 
Page 14 of 26 
Investigator's Signature Date 
10. LENS WETTABlLlTY 
Classify lens wettabilily as 
outlined in Appendix E 
On the Eye (Circle a number) 
PLEASE USE BLACK INK 
WHEN COMPLETED MAIL ORIGINAL TO ALCON LABORATORIES. INC., 6201 SOUTH FREEWAY fR2-271. FORT WORTH. TEXAS 76134 
OD 
-
0 1 2 3 4 5 6 7 8 9  
-
Totally Poorly 
Wettable Wettable 
0s 
-
0 1 2 3 4 5 6 7 8 9  
L
Totally Poorly 
Wettable Wettable 
0 1 2 3 4 5 6 7 8 9  
C
None Heavy 
11. FILM DEPOSITS 
Classify lens cleanliness as 
outlined in Appendix E 
0 1 2 3 4 5 6 7 8 9  
-
None Heavy 
On the Eye (Circle a number) 
ALCON LABORATORIES, INC. 
RGP MPS FID 98196 
DAY 30 (Continued) 
PROTOCOL NO. C-99-03 
INVESTIGATOR NO. 
PATIENT NO. 
PATIENT INITIALS 
EXAM DATE 
12. SLIT-LAMP EIUWIlNATlON : (Use Appendlx D to score categories in the slit-lamp examination) 
(SEVERITY: 1-4, LOCATION: A-C) Illustrations of signs Sketch belowlexplain in COMMENTS. 
A. Edema 
6. Neovascularization OD 0 s  
C. Staining 
D. Injection 
E. Tarsal Abnormality 
F. Infiltrates 
G. Other (Explain in COMMENTS) 
13. Did patient experience an ADVERSE EVENT since last visit? (See Appendix F) 
1 No 
2 Yes - Complete ADVERSE EVENT FORM 
14. Are lenses being replaced at this visit? (See Appendix H) 
1 No 
\ 
2 Yes - Complete LENS REPLACEMENT FORM 
15. Is patient continuing in the study? 
1 NO - Complete EXIT FORM 
2 Yes 
COMMENTS : 
8 7 
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Investigator's Signature Date 
PLEASE USE BLACK INK 
WHEN COMPLETED MAIL ORIGINAL TO ALCON LABORATORIES, ING., 6201 SOUTH FREEWAY fR2-271, FORT WORTH, TEXAS 76134 
ALCON LABORATORIES, INC. 
RGP MPS FID 98196 
PROTOCOL NO. C-99-03 
INVESTIGATOR NO. 
PATIENT NO. 
PATIENT INITIALS 
EXAM DATE / / 
MM DD Y Y W  
PATIENT QUESTfONNA1RE - DAY 60 
(Most Annoying Symptom) 
Please check the box that represents t h e  one most annoying (bothersome) symptom you have had over the last 
5 days while wearing your contact lenses. (Check only one item) 
ei Burning 
Dryness 
o~~ Filmy 
o'a Gritty 
025 Itching 
Q~~ Lens Awareness 
Redness 
gz Stinging 
uT5 Sticky 
IT None 
Patient's Signed Initials 
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PLEASE USE BLACK INK 
WHEN COMPLEIED MAIL ORIGINAL TO ALCON LABORATORIES, INC., 6201 SOUYH FREEWAY {RZ-271, FORTWORlli, fEXPS 761M 
ALCON LABORATORIES, INC. 
RGP MPS F ID 98196 
PROTOCOL NO. C-99-03 
INVESTIGATOR NO. 
PATIENT NO. 
-- - 
PATIENT INITIALS 
EXAM DATE 1 1 
MM DD YYYY 
PATIENT QUESTIONNAIRE CONTINUED - DAY 60 
(Frequency of Symptoms) 
On a scale from 0 to 9 (0 being never and 9 being constantly) cirGle the number that best represents how often 
you have experienced each of the following symptoms listed below over the last 5 days: 
Patient Response 
Never Constantly 
Burning 0 1 2 3 4 5 6 7 8 9  
Dryness 0 9 2 3 4 5 6 7 8 9  
Filmy 0 1 2 3 4 5 6 7 8 9  
Gritty 0 1 2 3 4 5 6 7 8 9  
Itching 0 1 2 3 4 5 6 7 8 9  
Lens Awareness 0 1 2 3 4 5 6 7 8 9  
Redness 0 1 2 3 4 5 6 7 8 9  
Stinging 0 1 2 3 4 5 6 7 8 9  
Sticky 0 1 2 3 4 5 6 7 8 9  
Tight Sensation 0 4 2 3 4 5 6 7 8 9  
89 
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Patrent's Signed Initials 
PLEASE USE BLACK INK 
WEN COMPLETED MAIL QRlGlNAL TO ALCON IABORATORIES, INC., 6201 S 0 m  mEEWAY (R2-27). FORT WORTH. TEXAS 76134 
ALCON LABORATORIES, INC. 
PROTOCOL NO. c-99-03 
RGP MPS FID 98196 
INVESTIGATOR NO. 
PATIENT NO. 
PATIENT INITIALS 
EXAM DATE / / 
MM DD YYYY 
PATIENT ACCEPTABILITY 
QUESTIONNAIRE (DAY 60) 
Based on General Contact Lens Wear Strongly Disagree Undecided Agree Strongly 
During the Last Five Days Disagree 
1. My lenses feel comfortable at the end of the day. 
2. My lenses are comfortable all day long. 
3. 1 have problems with lens fogging. 
4 My lenses feel dry in the afternoon. 
5. My lenses feel dry at the end of the day. 
6. My lenses feel better than a new pair of lenses. 
7. My lenses feel clean. 
8. 1 do not feel my lenses on my eyes. 
9. My lenses are as clear as new lenses. 
10. This soaking solution is easy to use. 
12 1 like the thickness of this soaking solution in my eye. 
13. This soaking solution is too thick in my eye. 
14. This soaking solution is too thin in my eye. 
Based o n  a Comparison o f  the Multi-Purpose Soaking 
15. This Multi-Purpose Solution makes lens care easier 
than the product(s) I used before the study. 
16. When using this Multi-Purpose Solution, my lenses 
are more comfortable than with the product(s) I used 
before the study. 
17. 1 would rather use this Multi-Purpose Solution than 
Patient's Signed Initials 
WHEN COMPLETED MAIL ORIGINAL TO ALCON LABORATORIES, INC., 6201 SOUTH FREEWAY (R2-27). FORT WORTH, TEXAS 76134 
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PLEASE USE BLACK INK 
ALCON LABORATORIES, INC. 
RGP MPS FID 98196 
DAY 60 
PROTOCOL NO. C-99-03 
INVESTIGATOR NO. 
PATIENT NO. 
PATIENT INITIALS 
EXAM DATE 1 1 
MM DD YYYY 
I. HOURS LENSES WORN TODAY PRIOR TO VISIT: Hours (Whole numbers only) 
2. Average Daily Lens Wearing Time Since Last Visit: Hours (Whole numbers only) 
3a. Is the patient cleaning and disinfecting their lenses each time they remove them with the RPG 
MPS? 
1 No - Exprain - -  - 
2 Yes 
3b. Is the patient using any other cleaning product since the last visit? 
1 No 
2 Yes. Please list other cleaner(s) used. 
4. Is patient using a rewettinglmoisturizing drop? 
1 No 
2 Less than 1 time per day 
3 1 to 3 times per day 
4 More than 3 times per day 
5. Is patient using tap water rinse prior to cleaning? I No 2 Yes 
6. Is patient using tap water rinse after cleaning? I No 2 Yes 
7. Is patient using tap water rinse prior to insertion? I No 2 Yes 
8. Is patient following study regimen? 
1 NO - ~xpla in  
2 Yes 
OD 
-
0s 
-
WEARING STUDY LENSES? I No I No 
A. V.A. with Study Lenses. (If monovision, record V.A. with 
distance over refraction) Explain in comments any 2-line V.A. 
decrease from baseline or V.A. worse than 20130. 201 201 
B. If V.A. not 20130 or better, best corrected with over refraction 201 2 01 
Page 19 of 26 
Investigator's Signature Date 9 1 
PLEASE USE BLACK INK 
WHEN COMPLETED MAIL ORIGINAL TO ALCON LABORATORIES, INC., 6201 SOUTH FREEWAY fR2-271, FORT WORTH, TEXAS 76134 
0s 
-
0 1 2 3 4 5 6 7 8 9  
4 b 
Totally Poorly 
Wettable Wettable 
10. LENS WETTABlLlTY 
Classify lens wettability as 
outlined in Appendix E 
On the Eye (Circle a number) 
, 
OD 
-
0 1 2 3 4 5 6 7 8 9  
-
Totally Poorly 
Wettable Wettable 
ALCON LABORATORIES, INC. 
RGP MPS FID 98196 
DAY 60 (Continued) 
PROTOCOL NO. C-99-03 
INVESTIGATOR NO. 
PATIENT NO. 
PATIENT INITIALS 
EXAM DATE 1 I 
MM DD nnpl 
12. SLIT-LAMP EXAMINATION : (use Appendix D to score categories in the slit-lamp examination) 
(SEVERITY: 1-4, LOCATION: A-C) illustrations of signs. Sketch belowlexplain in COMMENTS. 
A. Edema 
B. Neovascularization OD 0s  
C. Staining 
D Injection 
E. Tarsal Abnormality 
F. Infiltrates 
G. Other (Explain in COMMENTS) 
13. Did patient experience an ADVERSE EVENT since last visit? (See Appendix F) 
1 No 
2 Yes - Complete ADVERSE EVENT FORM 
14. Are lenses being replaced at this visit? (See Append~x H) 
1 No 
2 Yes - Complete LENS REPLACEMENT FORM 
15. Is patient continuing in the study? 
1 NO - Complete EXIT FORM 
2 Yes 
- 
COMMENTS : 
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Investigator's Signature Date 
PLEASE USE BLACK INK 
WHEN COMPLETED MAIL ORIGINAL TO ALCON LABORATORIES, INC., 6201 SOUTH FREEWAY (R2-27). FORT WORTH. TEXAS 76134 
ALCON LABORATORIES, INC. 
RGP MPS FID 98196 
PROTOCOL NO. C-99-03 
INVESTIGATOR NO. 
PATIENT NO. 
PATIENT INITIALS 
EXAM DATE / 1 
MM DD YYYY 
PATIENT QUESTIONNAIRE - DAY 90 
(Most Annoying Symptom) 
Please check the box that represents the one most annoying (bothersome) symptom you have had over the last 
5 days while wearing your contact lenses. (Check only one item) 
n1 Burning 
gs Dryness 
oZ3 Filmy 
nz5 Itching 
oZa Lens Awareness 
uz6 Redness 
n2 Stinging 
Sticky 
nT7 Tight Sensation 
a0 None 
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Patient's Signed Initials 
PLEASE USE BUCk INK 
WHEN COMPLETED MAIL ORIGINAL TO ALCON LABORATORIES. INC., 6201 SOUTH FREEWAY (R2-27), FORT WORTH, TEXAS 76134 
ALCON LABORATORIES, INC. 
RGP MPS FID 98196 
PROTOCOL NO. c-99-03 
INVESTIGATOR NO. 
PATIENT NO. 
PATIENT INITIALS 
EXAM DATE 1 / 
MM DD YYYY 
PATIENT QUESTIONNAIRE CONTINUED - DAY 90 
(Frequency of Symptoms) 
On a scale from 0 to 9 (0 being never and 9 being constantly) the number that best represents how often 
you have experienced each of the following symptoms listed below over the last 5 days: 
Patient Response 
Never Constantly 
Burning 0 1 2 3 4 5 6 7 8 9  
Dryness 0 1 2 3 4 5 6 7 8 9  
Filmy 0 1 2 3 4 5 6 7 8 9  
Foggy 0 1 2 3 4 5 6 7 8 9  
Gritty 0 1 2 3 4 5 6 7 8 9  
.Itching 0 1 2 3 4 5 6 7 8 9  
Lens Awareness 0 1 2 3 4 5 6 7 8 9  
Redness 0 1 2 3 4 5 6 7 8 9  
Stinging 0 1 2 3 4 5 6 7 8 9  
Sticky 0 1 2 3 4 5 6 7 8 9  
Tight Sensation 0 1 2 3 4 5 6 7 8 9  
94 
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Patient's Signed Initials 
PLEASE USE BLACK INK- 
WHEN COMPLETED MAIL ORIGINAL TO ALCON LABORATORIES, INC., 6201 SOUTH FREEWAY (R2-271, FORT WORTH, TEXAS 76134 
ALCON LABORATORIES, INC. 
RGP MPS FID 981 96 
PROTOCOL NO. c-99-03 
INVESTIGATOR NO. 
PATIENT NO. 
PATIENT INITIALS 
EXAM DATE 1 1 
MM DD Y W Y  
PATIENT ACCEPTABILITY 
QUESTIONNAIRE (DAY 90) 
I Check the box that best describes your reaction to the following statements. Check one answer per question. I 
Based on General Contact Lens Wear Strongly 
During the Last Five Days Disagree 
1. My lenses feel comfortable at the end of the day. O1 
12. My lenses are comfortable all day long. 0' ( 3 1 have problems with lens fogging. q 
4. My lenses feel dry in the afternoon. 0' 
5. My lenses feel dry at the end of the day. q 
6. My lenses feel better than a new pair of lenses. O1 
7. My lenses feel clean. 0' 
8. 1 do not feel my lenses on my eyes. 
9. My lensesare as clear as new lenses. 
Based on the Soaking Solution that You Used to  Strongly Soak Your Lenses During the Last Five Days Disagree 
10. This soaking solution is easy to use. 0' 
11. My lenses feel refreshed when I use this soaking 0' 
solution. 
112. 1 like the thickness of this soaking solution in my eye. 0' 
13. This soaking solution is too thick in my eye. 
- - . - 
14. This soaking solution is too thin in my eye. 
Based on a Comparison of the MultiPurpose Soaking 
Solution You Used During this Study to Whatever Strongly Product(s) You Previously Used Disagree 
15. This Multi-Purpose Solution makes lens care easier q 
than the product(s) I used before the study. 
16. When using this Multi-Purpose Solution, my lenses O1 
are more comfortable than with the product(s) I used 
before the study. 
17. 1 would rather use this Multi-Purpose Solution than 0' 
the product(s) I used before the study. 
Disagree 
Disagree 
o2 
n2 
Disagree 
o2 
Undecided Agree Strongly 
Agree 
o3 o4 o5 
o3 o4 o5 
o3 o4 q 
o3 o4 o5 
o3 o4 o5 
n3 o4 o5 
Undecided Agree Strongly 
Agree 
o3 o4 q 
Undecided Agree Strongly 
Agree 
o3 o4 o5 
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Patient's Signed Initials 
PLEASE USE BLACK INK 
WHEN COMPLETED MAIL ORIGINAL TO ALCON LABORATORIES. INC., 6201 SOUTH FREEWAY (R2-27), FORT WORTH, TEXAS 76134 
ALCON LABORATORIES, INC. 
RGP MPS FID 981 96 
DAY 90 
PROTOCOL NO. c-99-03 
INVESTIGATOR NO. 
PATIENT NO. 
PATIENT INITIALS I 
EXAM DATE / I 
MM DD YYYY 
1. HOURS LENSES WORN TODAY PRIOR TO VISIT: Hours (Whole numbers only) 
2. Average Daily Lens Wearing Time Since Last Visit: Hours (Whole numbers only) 
3a. Is the patient cleaning and disinfecting their lenses each time they remove them with the RGP 
M PS? 
1 NO - Explain 
2 Yes 
3b. Is the patient using any other cleaning product since the last visit? 
I No 
2 Yes. Please list other cleaner@) used. 
4. Is patient using a rewettinglmoisturizing drop? 
1 No 
2 Less than 1 time per day 
3 1 to 3 times per day 
4 More than 3 times per day 
5. Is patient using tap water rinse prior to cleaning? 2 Yes 
6. Is patient using tap water rinse after cleaning? 2 Yes 
7. Is patient using tap water rinse prior to insertion? 2 Yes 
8. Is patient following study regimen? 
1 NO - Explain 
2 Yes 
9. VISUAL ACUITY EXAM: OD 
-
0s 
-
WEARING STUDY LENSES? 1 No 1 No 
A. V.A. with Study Lenses. (If monovision, record V.A. with 
distance over refraction) Explain in comments any 2-line V.A. decrease 
from baseline or V.A. worse than 20130. 201 201 
B. If V.A. not 20130 or better, best corrected with over refraction 201 201 
Page 24 of 26 96 
Investigator's Signature Date 
10. LENS WETTABILITY 
Classify lens wettability as 
outlined in Appendix E 
On the Eye (Circle a number) 
PLEASE USE BLACK INK 
WHEN COMPLETED MAIL ORIGINAL TO ALCON LABORATORIES. INC., 6201 SOUTH FREEWAY (R2-271, FORT WORTH, TEXAS 76134 
OD 
-
0 1 2 3 4 5 6 7 8 9  
c
Totally Poorly 
Wettable Wettable 
0s 
-
0 1 2 3 4 5 6 7 8 9  
4 -b 
Totally Poorly 
Wettable Wettable 
ALCON LABORATORIES, INC. 
RGP MPS FID 98196 
PROTOCOL NO. C-99-03 
INVESTIGATOR NO. 
PATIENT NO. 
PATIENT INITIALS 
EXAM DATE 1 1 
MM DD YYYY 
DAY 90 (Continued) 
- - 
12. SLIT-LAMP EXAMINATION : (Use Appendix D to score categories in the slit-lamp examination) 
(SEVERITY: 1-4, LOCATION: A-C) Illustrations of signs. Sketch belowlexplain in COMMENTS. 
A. Edema 
0.  Neovascularization OD 0s 
C. Staining 
D. Injection 
E. Tarsal Abnormality 
F. Infiltrates 
G. Other (Explain in COMMENTS) 
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Investigator's Signature Date 
13. Did patient experience an ADVERSE EVENT since last visit? (See Appendix F) 
1 No 
2 Yes - Complete ADVERSE EVENT FORM 
14. Dispense exit pair of lenses. Do NOT complete LENS REPLACEMENT FORM. 
PLEASE USE BLACK INK 
WHEN COMPLETED MAIL ORIGINAL TO ALCON LABORATORIES. INC.. 6201 SOUTH FREEWAY (R2-27). FORT WORTH, TEXAS 76134 
I 
15. Patient completed the study. Complete EXIT FORM. 
COMMENTS : 
APPFNDIX 
ALCON LABORATORIES, INC. 
RGP MPS FID 98196 
PROTOCOL NO. C-99-03 
INVESTIGATOR NO. 
PATIENT NO. 
PATIENT INITIALS 
EXAM DATE I I 
MM DD YYYY 
STUDY VISIT? 2 17 Day 7 3 Day 30 4 Day 60 5 Day 90 
o 17 No Exam Unsch Vis~t No. 
Please Print Legibly Please use Black Ink Please Use Insert Flap 
LENS REPLACEMENT FORM I 
Reason for Replacement OD 0s 
ll Date Old Lens Dispensed 
, 
I I 
--- 
MM DD W Y Y  
(Check one box per eye) 
Damaged 1 1 
Lost 2 2 
Unacceptable FitlRefit 3 3 
Change in Visual Acuity 4 4 
Solution Discomfortllrritation 5 5 17 
Lens Deposits (Describe i n  Comments) 6 6 
Positive Slit-Lamp Finding 7 7 
Change in Prescription (Power) 8 8 
Sponsor's Request 10 10 
Change Lens Brand 11 11 
Discoloration (Describe i n  Comments) 12 12 
Routine (Planned Replacement Lenses) 13 I3 13 
Other (Specify Reason on  Line) 9 9 
OLD LENS DATA: OD 0s 
Last Day Lens Worn 
--- I I --- I I 
Complete "Lens Return Label" MM DD YYYY MM DD YYYY 
NEW LENS DATA: OD 0s 
Date New Lens Dispensed 
Brand 
I I 
--- 
MM DD YYYY 
I I 
--- 
MM DD YYYY 
Power (Specify + or -) 
COMMENTS: 
Page 701 
Investigator's Signature Date 
I 
PLEASE USE BLACK INK 
WHEN COMPLETED MAIL ORIGINAL TO ALCON LABORATORIES, INC., 6201 SOUTH FREEWAY (R2-27), FORT WORTH. TEXAS 76134 
8 
provided 
APPENDIX 
ALCON LABORATORIES, INC. 
RGP MPS FID 98196 
EXIT FORM 
PROTOCOL NO. C-99-03 
INVESTIGATOR NO. 
PATIENT NO. 
PATIENT INITIALS 
EXAM DATE I I 
MM DD YYYY 
PART A: 
Did patient complete study as planned? 
i No - Complete Part €3 
2 Yes - Sign and date this form, OMIT PART B 
PART B: 
Date of Last Exam: I I 
MM DD Y Y Y Y  
Date Test Product Last Used: I I 
MM DD YY YY 
If patient did not complete the study as planned, please check the most appropriate reason for 
discontinuation: 
1 Noncompliance (e.g., failure to use investigational products as instructed) 
2 ADVERSE EVENT (Complete ADVERSE EVENT FORM, if not already done) 
4 Patient decision unrelated to an Adverse Event. 
5 Lost to follow-up (e.g., failure to keep appointments, missed visits) 
9 Other. - Explain: 
- 
COMMENTS : 
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Invest iga tor 's  S i g n a t u r e  D a t e  
PLEASE USE BLACK INK 
WHEN COMPLETED MAIL ORIGINAL TO ALCON LABORATORIES, INC., 6201 SOUTH FREEWAY (R2-271, FORT WORTH, TEXAS 76134 
